


Description: RETIN-A Gel, Cream, and 
Liquid, ~~~ tretinoin are used for the 
tdp;ical treatment of acne vulgaris. RETIN-A Gel 
contains tretinoin (retinoic acid, vitamin A acid) 
in either of two strengths, 0.025% ur 0.01% by 
weight, in a gel vehicle of butyl alcohol, 
hydroxyprepyl celhdose and alcohol (tiatured 
with tertbut$ated hy~o~~o~~~~ and brucine 
sulfhte) 90% w/w. RETIN-A (tretinoin) Cream 
contains trethiob in either of three strengths, 
O,l%, O&5%, or O.OZ+% by weigh& in a 
~y~op~i~ cream vehicle of stearic acid, 
isopropyl my&ate, polyOxyl40 stearate, stearyl 
akohel, x~~ gum, sorbic acid; bu~~at~ 
hydroxytoluene, and, purifred~ vvater. RETEN-A 
Liquid co&i& tretinoin 0.05% by vveigbt, 
~olye~ylene glycol 400, bntylated 
hydroxytoluene and alcohol (denatured with teti- 
but@ alcohol and brucme sulfate) 55%. 
Chemically, tretinoin is a&&zrs-retinoic acid 
and has the following structure: 

Descri@imt: Trdnuin Gel, USP and Tretinoin 
t$qm~ USP are used for the tog&xl dearest of 
acne vulgaris. Each gram of tretinoin gel 
codains tretinoin in either of two strengths, 
&025% (0.25 mg) or 0.01% (0.1 mg) in a gei 
vehicle of hydroxypropyl celldose, butylated 
hy~ox~oluene, and alcohol (denatured with tert- 
but@ al~boho~ a&d In-u&e sulfate) 90% iv/w. 
Each grm of tret-inoin cream contains Wtinoin 
in either of three , 0.1% (1 mg), 0.05% 
@5mg), or 0.02 mg) in a hy~o~~c 
emam vehide of stearic acid, iso@kopyl 
‘my&state, polyoxyl 40 stearate, stearyl alcohol, 
xaxithan gum, ’ S acid, butylated‘ 
hy~~x~~luene~ and water. Chicly, 
tretinom is ~~~-~~~~~-re~o~~ acid. It has a 
mokdar weight of 300.44 and has the 
fOl~OW~gS~G~1 fOl%lUk 

Trekoh Gel, USP and Tretinoin 
‘for the, topical ~~a~~t of 
ch gram of tretinoin gel 

contains tretmoin in either of two strengths, 
0.025% (0.25 mg) or 0.01% (0.1 mg) in a ge8 
vehicle of hy&oxypropyl celhtlose, butylated 
hy~ox~oluene, and aleohol (de&tured with tert- 
butyl alchohol and brucine sulfate) 90% w/w. 

of stea# acid, Europe rn~~~, ~lyoxy~ 40 
stearate, &earyl akeohoi~ xantha~ gmn, sorbic 
a&l, butyl hoofs, and purifi;ed 
water. Ch~ca~~y, tretinoin is u~~-~~~s-~~oi~ 
acid. It has a molecular weight of 300.44 and has 
the following structural formula: 



Leave space for structure. 

Clinical Pharmacology: Although the exact 
mode of action of tretinoin is unknown, current 
evidence suggests that topical tretinoin decreases 
cohesiveness of fol&&r epithelial celis with 
d~~~d’~cr~~~~- ~~~ti~~ .A~~i~~-~~, 
tretinoin stimulates n&tic activity and increased 
turnover of foihcular epithelial cells causing 
extrusion of the cornedones. 

In~~a~~ns and Usage: RETIN-A is indicated 
for tq&dapplication in the treatment of acne 
vu&tits. The safety and effkwy of the long-term 
use of this product in the treatment of other 
disorders have wt been estabiished. 

Wigs: GELS A&jE,FL ABLE. 
AVOID FIRE, FLAME ~RS~~~G 
DUR.I%G, USE. Keep out of reach of &Siren. 
Keep tube tightly closed. Do not expose to 
heat or store at temperatures above 120°F 
(49°C). 

Precautions: Generaiz If a reaction suggesting 
sensitivity or chemical irritation occurs, use of 
the medication should be discontinued, Exposure 
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Clinical Pharmacology: Although the exact 
mode of action of tretinoin is unknown, current 
evidence suggests that topical tretinoin decreases 
~~~iv~e~ of follku%ar ~i~e~~ eehs &b ,_ .^. _“_ ., --_. 

~~~O~rn~ fO~~#~ ti~~~~, 
tretinoin stimuiates mitotic activity and increased 
turnover of fohicnlar ~i~~~a~ cells causing 
exbrusion 0 the coniedones 

In~cati~ns and Usage: Tretinoin gel and 
cream are indicated for topical a&&cation in the 
treatment of acne vulgaris. The safety and 
efficacy af the. long-term use of this product in 
the treatment of other disorders have not been 
established’ 

E. 
, FLAME OR SMOKING 

DURING USE, Keep out of reach of children. 
Keep tube tightly closed. Do not expose to 
heat or store at temperatures above 120°F 
(49T). 

Precautions: Generat If a reaction suggesting 
sensitivity or chemical irritation occurs, use of 
the medication should be discontinued. Exposure 
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CIinicai Pliarmacology: Although the exact 
mode of action of tretinoin is unknown, current 
evidence SUggeStS that topiclif tretinoin decreases 
coh~~v~es~ of ~~G~~.~~~e~~ cells &vi& 
isec ~~0~~~0 foamy ‘Additio~y, 
tretinoin stimulates mitotic activity and increased 
turnover o~fo~i~~~ ~i~e~ia~ c&s pausing 
extrt&ion of the ~orn~~~es 

aviations and Usage: Tretinoin gel and 
cream are indicated for topical application in the 
treatment of acne vulgaris. The safety and 
effkacy of the ioug-term use of this product in 
the&e of other disorders have not been 

be fondue if hypersen&ivity to any of the 
ingfedients is noted. 

Wings: GELS ARE FL E. 
AVOID FIRF,, FLAME Ok SMOKING 
DURING USE. Keep out of reach of children. 
Keep tube tightly closed. Do not expose to 
heat or store at temperatures above 120°F 
(49OC). 

Precautions: GeneraE: If a reaction suggesting 
sensitivity or chemioal irritation occurs, use of 
the medication should be discontinued. Exnosure 



to sunlight, including sunlamps, should be 
minimized during the use of -&TIN-A, and 
patients with sunburn should be advised not to 
use the product until fully recovered because of 
heightened susceptibility to sunlight as a result of 
the use of tretinoin. Patients who may be required 
to have considerable sun exposure due to 
occupation and those with inherent sensitivity to 
the sun should exercise particular caution. Use of 
sunscreen products and protective clothing over 
treated areas is recommended when exposure 

.~~~~.~ avoilded. 
,__ -- 

w i2d-&&i, au& 23s 
wind or cold, also may be irritating to patients 
under treatment with tretinoin. 

RETlN-A‘ (tretinoin) acne treatment should be 
kept away’ from the eyes, the mouth, angles of the 
nose, and mucous membranes. Topical use may 
induce severe local erythema and peeling at the 
site of application. If the degree of lo@ 
irritation &rants, patients should be directed to 
use the rne~~ati~ less frequently, ~con~*e 
use temporarily, or discontinue use alto~~her” 
Tremor b&s beeFI rep&-ted to c&+e ie*ere 
irrjtation on e&ematous skin and should be used 
with utmost caution in patients with this 
condition, 

Drug Interackm: Concomitant topical 
r(3 medication, medicated or abrasive soaps and 
Q cleansers, soaps and cosmetics that have a strong 
w dryins effect, and products with high 
68 concentrations of alcohol, astringents, spices or 

lime should be used with caution beoause of 
possible interaction with t&nom. Particular 

to sunlight, including sunlamps, should be 
minim&d during the use of tretinoin, and 
patients with sunburn should be advised not to 
use the product until fully recovered because of 
heightened susceptibility to sunlight as a result of 
the use of tretinoin. Patients who may be required 
to have considerable sun exposure due to 
occupation and those with inherent sensitivity to 
the sun should exercise particular caution. Use of 
sunscreen products and protective clothing over 
treated areas is ~o~~~ when exposure _. _. , . . . . .~. ..^^_” . . . ” 
coot a~o~~* w r e~emes, such as 
wind or cold, also may be irritating to patients 
under treatment with tretinoin. 

to sunlight, including sunlamps, should be 
minimized during the use of tretinoin, and 
patients with sunburn shouldbe advised not to 
use the product until fblly recovered because of 
heightened susceptibility to sunlight as a result of 
the use of tretinoin. Patients who may be required 
to have considerable sun exposure due to 
occupation and those with inherent sensitivity to 
the sun should exercise particular caution. Use of 
sunscreen products and protective clothing over 
.%a@ armi is mommeided ~h~~.ex~~ 
~~~ . beady extmmes, such as 
wind or cold, also tiay be irritating to patients 
under treatsnend with tretiaoin. 
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cleansers, soaps and cosmetics that have a strong cleansers, soaps and cosmetics that have a strong 
drqring effect, and produets with high drying effect, and products with high 
concentrations of alcohol, astringents, spices or concentrations of alcohol, astringents, spices or 
lime should be used with caution because of lime should be used with caution because of 



caution should be exercised in using prep&&ions 
containing sulfur, resorcinol, or salicylic acid 
with RETIN-IL It also is advisable to “rest” a 
patient’s skin until the effects of such 
preparations subside before use of RETIN-A is 
begun. 

caution should be exercised in using preparations 
containing sulfur resorcinol, or salicylic acid 
with tretinoin. It also is advisable to “rest” a 
patient’s skin until the effects of such 
preparations subside before use of tretinoin is 
begun 

caution should be exercised in using preparations 
containing sulfur, resorcino!, or salicylic acid 
with txetinoits. It also is advisable to “rest” a 
patient’s skin until the effects of such 
pr&parations subside before use of tretinoin is 
begun 
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m of 0.1% RETIN-A of 0.1% tretinoin 



concurrent exposure to iretinoin may enhance the 
tnmorigenic potential of carcinogenic doses of 
WE8 and WA light form a solar simulator. 
This effect has been confirmed in a later study in 
pigmented mice, and dark pigmentation did not 
overcome the enhancement of 
photocarcinogen& by 0.05% tretinoin. 
Although the significance of these studies to 
humans is not clear, patients should minimize 
exposure to sunlight or artificiaf ultraviolet 

concurrent exposure to tretinoin may enhance the 
tumorigenic potential of carcinogenic doses of 
WF$ and WA light form a solar simulator. 
This effect has been confirmed in a later study in 
pigmented mice, and dark pigmentation did not 
overcome the enhancement of 
photocarcinogenesis by O.Os% tretinoin. 
Although the significance of these studies to 
humans is not clear, patients should minimize 
exposure to sunlight br artificial ultraviolet 

evaluated in the Ames assay and in the in vivo 
mause micronucleus assay, both of which were 
negative. 

In dermal Segment I fertility studies of another 
tretinoin fo~~a~on in rats, slight (not 
statisticahy significant) decreases ,m sperm count. 
~d-rno~i~ were seen at 0.5 n&kg/day (4 times 
the maxitxum S@Z4%BiG dose 
total‘ body 
statis&aBy ai~~~ant) 

area), and 
increases ii3 the number 

and percent of in females 
tqeated with 0. times the 
ma&mum human systemic dose adjusted for total 
body surface area) and above were observed. A 
derma1 Segment ,III study with IUTIIN-A has not 
been performed in any species. In oral Segment I 
and Segment III studies in rats with tretinoin, 
decreased survival of neonates and growth 
retardation were observed at doses in excess of 2 
mgkg/day (16 times the human topical dose 
adjusted for total body surface area). 

evahuued in the Ames assay and -in the in viva 
mouse miwonudeui assay, both of which were 
negative. 

In d&m& Segment I fertility studies of tretinoin 
in rats, slight (not s~ti~ca~y significant) 
dwreases in sperm count and motility were seen 
at> 03 achy (4 times the maximum human 
sysib@c dose adjusted’ fix t&d body surface 
area), and slight (not s~tis~~~~y sides) 
increases in the number and percent of &o&able 
embryos in females @&ted with ~0.25 rn~~y 
(2 times the ~~ ~~~ 
djusted for total aody surface area) and above 
were observed. A dermal Segment III study with 
tretinoin has not been performed in any species. 
In oral Segment I and Segment III studies in rats 
with tretinoin, dwreased survival of neonates and 
growth retardation were observed at doses in 
excess of 2 mg/kg/day (16 times the human 
topical dose adjusted for total body surface area). 

concurrent exposure to tretinoin may enhance the 
tumorigenic potential of carcinogenic doses of 
WB and WA light form a solar simulator. 
This effect has been confirmed in a later study in 
pigmented mice, and dark pigmentation did not 
overcome enhancement of 
photocaminogenesis by 0.05% tretinoin. 
Although the significance of these studies to 
humans is not clear, patients should minimize 

In dermal Segment I fertility studies of tretinoin 
in rats, slight (not statistica~y significant) 
decreases in s$erm chmi and motility were seen 

human 
.!%I.&&& 

area); and $@ht (not s~tis~~ly si~oa~t) 
inwases in t& nun+er asid pert+ of ~on~b~e 
emb&os ‘ii fe 0.25 
(2 ~~-~e ‘Y 
ad..nsted fbr total body surf&5 orea) and above 
were observed. A dermal Segment III study with 
tretinoin has not been performed in any species. 
In oral Segment I and Segment III studies in rats 
with tretinoiq decreased survival of neonates and 
grcwth retardation were observed at doses in 
exoess of 2 m&g/day (16 times the human 
topical dose adjusted for total body surface area). 



subhuman primates. 

SM of ‘tits fi;ave: -be&i 
cynonlolgus nlonkey, WiliGh cynoniolgus mti&ey, w&h metabdicdy is 
closer to humus fix lx-et& closer to &mans for tfet&oin thm the other 



systemic dose adjusted for total body surface systemic dose adjusted for total body surface systemic dose adjusted for total body surface 
area) of an increased incidence of domed head area) of an increased incidence of domed head area) of an increased incidence of domed head 
and hydrocephaly, typical of retinoid-induced and hydrocephaly, typical of retinoid-induced and hydrocephaly, typical of retinoid-induced 
fetal malformations in this species. fetal malformations in this species. fetal malformations in this species. 

body surface area in both species). body surface area in both species). body Surf&e area in both species). 

drtfg wo the of the drug woufd be expected 
by chance alone. Thikty ~~ cases of Thirty human cases of 
~~r~~y associated copgenital ~~0~~0~ iated congenital ma@oimations 
haye bep &ported during two decades ofetical r&d dug two decades ?f~~~ 

use of tretinoin. ~~~~~ qo 4$efMe pattq~ of 
temt~g~ci~ and n6 cartsal as~~a~o~ has been 

~~1~~ from these cases, five of the reports e~~b~i~h~ from these cases, five of the reports estalkshed from these cases, five of the reports 
describe the rare birth defect category describe the rare birth defect category describe the rare birth defect category 
holoprosencephaly {defects associated with holoprosencephaly (defects associated with holoprosencephaiy (defects associated with 
incomplete midline development of the incomplete midline development of the incomplete midline development of the 
forebrain). The significance of these forebrain). The significance of these forebrain). The significance of these 

spontaneous reports in terms of risk to the fetus is 



administered 0.5 mg/kgiday (8 times the administered 0.5 mgIkg/day (8 times the 

shown to be fetotoxic, resuiting in skeletal shown to be fetotoxic, resulting in skeletal shown to be fetotoxic, resulting in skeletal 
variations and increased immuterine death in rats variations and increased intrauterine death in rats 

es m pregnant women, es m pregnant women. s m pregnant worned Tretinoin should be 
should be used during pregnancy only if the qed during pregnancy only if the potential used &ring pregnancy only if the potential 

benefit just&s the potential risk to the benefit justifies the potent&4 risk to ihe fetus. ~efit~j~ti~~ the pote&ai risk to the fetus.1 

hutnan milk. X++se many 
in ~~~ &ilk, caution should 
tretinoin is used by a nursing 

nursiRg WON 

been established, been established. 



Geriatric Use: Safety and effectiveness in a 
geriatric population have not been established. 
Clinical studies of RETlN-A did not include 
sufficient numbers of subjects aged 65 and over 
to determine whether they respond differently 
from younger patients. 

Adverse Reactkins: The skin of certain 
sensitive individuals may become excessively 
red, edematous, blistered, or crusted. If these 
effects occur, the medication should either be 
discontinued m&l the inte&ty of the skin is __. ,_, 
restor& or the rn~~~~~~ ~~~~~ t>e a~~~~.~ 
a level the patient can tolerate. True contact 
allergy to topical tretinoin is rarely ~untered. 
Tempotreuy hyper- or h~o~i~~~~u~ has been 
reported with repeated ap$ic&ion of RETIN-A. 
Some i~di~d~s have been reported to have 
heightened s~~~~i~~ to sunlight whik under 
tre&ment with RETIWA. To date, all adverse 
effects of RETIN-A have been reversible upon 
~scon~ee of therapy (see Dosage and 
Ad~s~atio~ Section). 

Geriatric Use: Safety and effectiveness in a Geriatric Use: Safetv and effectiveness in a 
geriatric population have not been established. 

from younger patients. 

Clinical studies of tretinoin did not include 
su&cient numbers of subjects aged 65 and over 

Adverse Reactions: The .&in of certain 1 

to determine whether they respond differently 

geriatrk population have not been established. 
Clinical studies of tretinoin did not include 

fkom younger patents. 

sufficient numbers of subjects aged 65 and over 
to determine whether they respond di.fGerently 

Adverse Reactions: The skin of certain 
sensitive individuals may become excessively 
red, edematous, blistered, or crusted. If .these 
ef%cts oocur, the medication should either be 
.~o~~~~~d y,t@ &g ip%g%y of the ,slrie. is 

.m -~“rn~c~io~ sho~d’~ to 
a level the patient -can tolerate. True contact 
allergy to topical tretinoin is rarely enconntered. 

‘Tempo& xllper- or h~op~~n~~o~ hxss been 
repotied with repeated appliqation of a tretinoin 
pr~~~o~ Some ~di~~~ have been reported 
to have I heightened susceptibility to sunlight 
while under treatment with tretinoin. To date, all 
adverse effects of tretinoin have been reversible 
upon dilate of therapy (see Dosage and 
A~~s~a~o~ Seetiori). 

sensitive individuals may become excessively 
red, edematous, blistered, or crusted. If these 
ef%xts occur, the medication shonld either be 
di~on~~~. until the integrity -of- the .-&in is 
~to~d~,ar i&&i& should be adjusted to 
a level the can tolerate. True contact 
a&rgy to topical tretinoin is rarely encountered. 
T~~~~‘h~r 
reported with rep 
pr~~ti~~ Some inditiduah have beei reported 
to have heightened susceptibility to sunlight 
whkunder treatment with tretinoik To date, all 
idvme effects of tretinoin lrave been reversible 
upon ~s~untin~~ of therapy (see Dosage and 

stration EkctiO~). 

e~~e~iv~y, no or results 
be obtained and marked redness, peeling, or 
discomfort may occnr. Oral ingestion of the drug 
may lead to the same side, effects as those 
associated with excessive oral intake of Vitamin 

~~~d~~~e: ~~e~~a~o~ is ~~~~ ~verdasa~~ If ablation is ap#ied 
excessivefy3 no more rapid or better results will e~ce~~~~y, no mm rapid or better ts will 
be obtained and marked redness, peeling, or be obtamed and marked redness, or 
discomfort may occur. Oral ingestion of the drug discomfort may occur. Oral ingestion of the drug 
may lead to the same side effects as those may lead to the same side effects as those 
associated with excessive oral intake of Vitamin associated with excessive oral intake of Vitamin 



using a fingertip, gauze pad, or cotton swab. If 
gauze or cotton is employed, care should be 
taken not to oversaturate it, to the extent that the 
liquid would run into areas where treatment is 
not intended, Gel: Excessive application resubs 
in “pi&g” of the gel, which minimizes the 
likelihood of over application by the patient. 

‘cpilling” of the gel, which minimizes the 
likelihood of over application by the patient. 

“‘pilling” of the gel, which minimizes the 
like2ihood of over application by the patient. 

a~Ii~~~ increased when the patknts become a&G&n increased when’the p 
able to tolerate~the treabnt. 
Alter&on of vehicle, drug concentration, or dose 
frequency should be ctoseiy monitored by careful 
obserktion of the cfinical therapeutic response 
and’ skin toler&nce. 

During the early weeks of therapy> an a~~a~~~t 
exacerbation of infhimmatory lesions may occur. 
T&is is due to the action of the medication on 
deep, pr~~~~~y~ unseen ie&ons~ and should not 
be‘ considered a rea‘son to ~~~~~ therapy. 

able to tolerate the treatment. able to tolerate the treatment. 
!&ration of vehicle, drug eo~~~~o~ or dose i A&ration of vehicle, drug ~o~~n~a~o~ or dose 
frequency should be closely monitored by csireful 
0bServation of the clinkal therapeutic response I 

frequency should be &o&y monitored by car&l 
observation of the clinical theraneutic resnonse 

exa~ation of ~a~~ lesions r@y occur, 
This is. @se, to thk aCti&n of&e npdiwtion on 
deep, previoitsty tmseen Iesions and should not 
be considered a reason to diseontmue therapy 

maintainthe s 
rovement with less frequent applications, or vement with less frequent applications, or 

use cosmetics but the area to be treated should 



RETIN-A (tretinoin) is supplied as: 

Trehoin Cream, USP 

^. 

~~62~175-12 O.ClS% Cream 2Og 
0062-0175-13 0.05% Crem~ 45g 

0062-0275-23 tkl% ~FWl 20g 
ooa-0275-010.1% cream 45g 

0#62-057.5-46 0.01% Gel 0.025% 45 



A Cream, 0. t%, O&5%, and 0.025%: store below Tr&inoin Cream, USP: store below 27°C (80°F) Tretinoin Cream, USP: stare below 27oC (8039 
IWF, 

Ortho ~~~t~~ogi~a~ (new 
~~cNe~ P~ce~~~, 
New Jersey 08558 

CTIONS Rx ONLY IONS Rx ONLY 
IMPORTANT Acne Treatment 

Cream Gel Liquid (tretinoin) IMPORTANT 
For Topical Use Only Read Directions Carefhlly Before Using Read Directions Carefully Before Using 

For External Use OnJy. For External Use Only. 



Read Directions Carefully Before Using THIS Read Directions Carefully Before Using. THIS 
LEAFLET TELLS YOU ABOUT RETIN-A LEAE’LET TELLS YOU ABOUT 
~~0~) ACNE TRl3ATMENT AS TRETINOIN ACJFjE TREATMENT AS 
PRESCRIBED BY YOUJX PHYSICIAN. PRESCRIBED BY YOUR PHYSICIAN. 
THI$j PRODUCT IS TO BE USED O&LY THIS PRODUCT IS TO BE USED ONLY 
ACCORDING TO YOUR DOCTOR’S ACCORDING TO YOURDOCTOR’S 
~s~u~~~~s, ima ri‘ S&OULD.NOT INSTRUCTIONS, AN&3 IT SHOULD NOT 
BE APPLI$ZD TO OTHXR AREAS OF THE BE APPLIED TO OTHER AREAS OF THE 
BODY OR TO OTHER GROWTHS OR BODY OR TO OTHER GROWTHS OR 
LESIONS. THE LOl?iG-TERM SAFETY LESIONS. THE LONG-TERM SAFES 

ANDEFF i _ .,..-. ~~~~DUC VE _ 
NOT~RE~~ EVA$,tiA%‘Ek.i; IF kOti Ik’.E NOT BEEN EVALUATED. IF YOU HAVE 
ANY QUESTIONS, X3E SURE: TO ASK AnNY QUES~O~S, BE SURE TO ASK 
YQ~~TQ~ YO~~~~ 

Read Directions Carekliy Before Using. THIS 
LEAFLET TELLS YOU ABOUT 
TRETINOIN ACNE TREATMENT AS 
PRESCRIBED BY YOUR PHYSICIAN. 
THIS PRODUCT IS TO BE USED ONLY 
ACCORDlING TO YOUR DOCTOR’S 
lNSTRUC%‘IONS, AND IT SHOULD NOT 
BE APPLIED TO dTHE#3 AREAS OF THE 
BODY OR TO OTHER GROWTHS OR 
LESIONS. THE LONGED SAFETY 
AND ~CT~~~F~ 
PR~~~CT;~ OTHJ& D~~~.HAVE 
NOi; BEEN E%‘ALUATED, ti YOU HAVE 

,BES TO ASK 

WA&NlNGS 

The effects of the sun on youmkh. As you 
know, overexposure to natural sunlight or the 
artificial suniight ofa sunlamp can cause 
sunbum. Overexposure to the sun over many 
years may cause premature aging of the skin and 
even skin cancer. The chance of these effects 
occurring will vary depending on skin type, the 
climate and the care taken to avoid overexposure 
to the sun. Therapy wi& RETINA may make 

WARNINGS 

DURING U&E. of reach 0% &&ken. 
Keep tube tiihtly eked. Do not expose to heat 

overexposure to n w, overexposure to 

even skin cancer. The chances of these effects even skin cancer. The chances of these effkcts 
occurring will vary depending on skin type, the ocquring will vary depending on skin type, the 
climate and the care taken to avoid overexposure 
to the sun. Therapy with tretinoin may make 



your &ix more susceptible to sunburn and other adverse effects of the sun, so unprotected adverse effects of the sun, so unprotected 
adverse effects of the sun, so unprotected exposure to natural or artificial sunlight should exposure to natural or artifkial sunlight should be 
exposure to natural or artificial sunlight should be be nuknked, minimized. 
minimized. 

Labor&w-y tldhgs. when laboratory mice 
are exposed to artifkiai sunligh4 they often 
develop skiu tumors. These ~~~~~~~~~ ._ ,..c.. .r ,...,_ . . . . -_ 

ear more ~~~y and - 
mouse is &so topically 

exfmed to a&i&al sunlight, the incidence and 
rate of devel~~t of ‘skin tumors was reduced. 
There is no evidence to date 
will cause the development 
either laborWry animals or humans. Wowever, 
~ve~gatio~ in this ares are contintig. 

arc exposed to artificial sunlighg-they often 
$3vellap skin t%$mOB. .~~.~~~t-~du~~ 
tumor% may appear more quicklyand in ‘@eater 
numbek ifthe mouse is also topically treated with 

ent g&iboix, I&some 

tretinoin wore exposed 
incidence and rate of , the incidence and rate of development of 

ktdmxxi. There is no evidence to 
n al&e will cause the 

laboratory animals or humans. However, 
investigations in this area ire continuing. 

animals or humans. Bwever, investigations in 
this area ire continuhlg. 

8 
used any time you are outside (consult your any time YOU are 6utside (consult your physic&u 

s: 

physician for a recommendation of an SPF level for a recommendation of an SPF level which will 
which wilf provide you with the necessary high 

i&J level of protection). For extended sun exposure, 

CR protective clothing, like a fiat, should be worn. 
Do not use artiticial sunlamps while you are Do not use artificial sunlamps while you are Do not use artificial sunlamps while you are 
using RETIN-A. If you do become sunburn& using tretinoin. If you do become sunburned, using tretinoin. If you do become sunburned, 
stop your therapy with RETIN-A until your skin stop your therapy with tretinoin until your skin stop your therapy with tretinoin until your skin J 



f has recovered. 1 has recovered. I has recovered. I 

Avoid excessive exposure to wind or cold. 
Extremes of climate tend to dry or burn normal 
skin. Skin treated with RETIN-A may be more 
vulnerable to these extremes. Your physician can 
recoinmend way& to m&age your a&e treatment 
under such conditions. 

Possible problems. The skin of certain 
sensitive individuals may become excessively 
red, swdllen, b~sta~d or crusf+. If. you arq exp~~~~ i&‘& *r ~~~~t ~~~o~ 

discontinues the use of RETIN-A and’ consult 

Avoid excessive exposure to wind or cold. 
Extremes of climate tend to dry or burn normal 
skin. Skin treated with tretinoin may be more 
vulnerable to these extremes. Your physician 
can recommend ways to manage your acne 

Avoid excessive exposure to wind or cold. 
Extremes of climate tend to dry or burn normal 
skin. Skin treated with tretinoin may be more 
Metile to these extremes. Your physician can 
recommend ways to manage your acne treatment 

treatment under such conditions. under such coklitions. - - 
Possible aroblems. The skin of certain 1 Possible woblems. The skin of certain 

setkt@e iGiividual.3 may beeowe excessively 
.ryd, sw$lee, b!istwed or amted.. .E you are * * severe or t ~~~0~ 
discontinue the use of tretinoin and consult your 

sensitive individuals may become excessively 
r~,.-sw5ll~~.,b~s~r~ or -cntsted. If you-. are 
ex~~~~i~ severe or’ persistent irritation, 
discontinue the use of tretinoin and consult yoti 

There have been reports that, in some patients, 
areas treated with RETIN-A developed a 
temporary increase or decmase in the amount of 
skin &me& (color) present. The pigment in 
theses areas ~~ to qormal either when the 
skin was ~10~~ to adjust to RETINA Or 
therapy was ‘discontinued.’ 

Use other medication only on your 
physician’s advice. Only your physician knows 
which other medications may be helpful during 
treatment and will recommend them to you if 
lX3XSSar.y. Follow the phys&ian’s instnzctions 
carefdly. In addition, you should avoid 
preparations that may dry or irritate your skin. 
These preparations may include certain 
astringents, toiletries contaikng alcohol, spices or 

There have been reports that, in some patients, 
areas treated wjth tretinoin developed a 
acre increase or decrease in the amo~t of 
skin p&m&t (color) p3ksent. Tke ‘pigmkmt iii 
these areas retied to normal either when the 
skin was allowed to adjust to tmti&oia or~therapy 
was di~n~u~. 

There have been kporta that, ,in some patients, 
areas treated with uetinoin developed a 
temporary increqse or decrease in the amount of 
skin pigment (color) present. The pigmer& in 
*ese areas rednrned to n~~ai either whecthe 
skin * ailowed to adjust to tretikoinor derby 

‘was ~con~u~. 

Use other medication only on your doctor’s 
advice. Only your physician kuows which other 

Use other medication only on your doctor’s 
advice. Only your physician knows which other 

medications may be helpful during treatment medications may be help&l during treatment and 
and will recommend them to you if necessary. will recommend them to you if necessary. 
Follow the physician’s instructions earefidly. In Follow the physician’s instructions carefi~lly. In 
addition, you should avoid preparations that may addition, you should avoid preparationa that may 
dry or irritate your skin. These preparations dry or irritate your skin. These preparations may 
may include certain astringents, toiletries include certain astringents, toiletries containing 
containing alcohol, spices or lime, or certain alcohol, spices or lime, or certain medicated 



lime, or certain medicated soaps, shampoos and medicated soaps, shampoos and hair permanent 
hair permanent solutions. Do not allow anyone solutions. Do not allow anyone else ta use this 
else to use this medication. medication. 

Do not use other medications with RETIN-A Do not use other medications with tretinoin 
which are not recommended by your doctor. The which are not recommended by your doctor. 
medications you have used in the past might The medications you have used in the past might 
cause unnecessary redness or peehng. cause unneoessary redness or peehng. 

soaps, shampoos and hair permanent solutions. 
Do not allow anyone else to use this medication. 

medications you have used in the past might 

Hpl &i%p 
I 

If jrsu are 
or sre nursing~an‘hfant: No studies have been or are nursing an Infant: No studies have been 
conducted in humans to estabiish the safety of 
RETIN-A in pregnant women. ff you are 
pregnam think you are pregnant, or are nursing a 
baby, consult your physician before using the 
lU&WtiOR. 

cond&ed in Gumans to establish the safety‘ of 
trethoin in pregnant women. 3[E you are 
pregnant think you are pregnant or are nutsing 
a baby, cons&t your physi&an before using the 
medication. 

xf yos u&p aat, 
or are nursing aii infant: No, studies have been 
con~cted in humans to estabhsh the safety of 
tmtinoin in pregnant women If you are pregnant, 
think you are pregnant, or are nursing a baby, 
consult your physician before 
medication. 

z3 0 
4 

Use a mild, nan-medicated soap. AvoidJieqtient 
washings asd harsh scrubbing. Acne isn’t caused 
by dirt, so no matter how hard you scrub, you 
cim’t wash it away. Washing too f?equentiy or 
scrubbing too roughly may at times actually make 
your acne worse. Wash your skin gently with a 

f mild bland soap. (Two or three-times a day 

Use a mild, non-medicated soap. Avoidjkquent 
washings and harsh scrxb@ing. Acne isn’t 
caused by dirt, so no matter how hard you scrub, 
you can’t wash it away. Washing too f?equently 
or scrubbing too roughly may at times actually 
make your acne worse. Wash your skin gently 
with a mild, bland soap. Two or three times a 

Use a mild> non-medicated soap. Avaidpequent 
washings and harsh scrubbing. Acne isn’t caused 
by dirt, so no matter how hard you scrub, you 
can’t wash it away. Washing too frequently or 
scrubbing too roughly may at times actually make 
your acne worse. Wash your skin gently with a 
mild, bland soap. Two or three times a day 



etc., may worsen your acne. physician, etc., may worsen your acne. etc., inay worsen your acne. 

advice of friends 

QT-IESITONS, ASK YOtl I?CK?tOR. Q~S~ONS, ASK YOUIXETOR. Q~T~ONS, ASK YOU DOCTOR. 

simple insbv%ims in mind. 
picture) 



and dry your skin gently. WALT 20 TO 30 and dry your skin gently. WALT 20 TO 30 
lNlNUTES BEFORE APPLYTNG MINUTES BEFORE APPLYING 
NIEDICATION; it is important for skin to be MEDICATION, it is important for skin to be 
completely dry in order to minimize possible completely dry in order to minimize possible 
irritation. i&&ion. 

and dry your skin gently. WALT 20 TO 30 
MINUTES BEPOKE APPLYING 
MEDIGATION, it is important for skin to be 
completely dry in order to minimize possible 
illit&iOlL 

8 it is better not to use more than the amount 
suggested by your physician or to apply more 
frequently than instructed. Too much may irritate 
the skin, waste medication and won’t give faster 
or better results. 

I 

m It is better not to use more than the amount It is better not to use more than the amount 
suggested by your physician or to apply more suggested by your physician or to apply more 
frequently than instructed. Too much may frequently than instructed. Too much may irritate 
irritate the skin, waste rn~~a~on and won’t the skin, waste medication and.won’t give faster 

,-give .fqte~ or better resuhs. or-betterresuhs. ’ -. ’ - ’ \’ ..^ 

ation away from the comers of 

e RETI?&A Cream: Squseze about a half inch or 
less of medication onto the. fingertip. While that 
should be enough for your whole face, after you 
have some experience with the me~ca~on you 

have some experience with the medication you 
ahay find you need slightly more or less to do the 

m&y Snd youneed slightly more or less to do the 
job. The ~~ca~~on shotid bec;o&e invisible 
almost ~~~~1~. Eit is still vi$de, ycp are 
us&g tip m&l. Qmr the aE%ected area lightly 
with RETIN-A (tretmoin cream) Cream by first 
d&&g it on your forehead, &in andboth 
cheeks, thep ~~g it over the entire 
area. Si~ooth gently into the skin. 

. .,Smo&h gently into t&e &i~ 

f-h4 oldnand both 
over the entire affkzted area. Stnooth gently into 
the&h 

l RETIN-A Gel: Squeeze about a half inch or 
less of medication onto the fingertip. While that 
should be enough for your whole face, after you 
have some experience with the medication you 
may find you need slightly more or less to do the 
job. The medication should become invisible 
almost immediately. If it is still visibie, or if dry 
flaking occurs from the gel within a minute or so, 

less of medication 

flaking occurs fi-ofi the gel within a minute or‘ flaking occurs fro& the gel withiu a minute or+ 



cheeks? then spreading it over the entire affected 
are. Smooth gently into the skin. gently into the skin. 

moxith, eyes, and nose). 

or a xt$sauizer with stmsereen that will not 
fqgravate your acne (noncomedogenic) every 
morning afler you wash. every morn&g a&x you wash. 

continue using RETIN-A. 
stage it IS mportunt to s stage it 1s impotiant to 

continue using tretinoin. contintce using tretiaoin, 



If RETIN-A is going to have a beneficial effect If tretinoin is going to have a beneficial effect If tretinoin is going to have a beneficial effect 
for you, you should notice a continued for you, you should notice a continued for you, you should notice a continued 
improvement in your appearance after 6 to 12 improvement in your appearance at-k 6 to 12 
weeks of therapy. Don’t be discouraged if you 

improvement in your appearance after 6 to 12 
weeks of therapy. Don’t be discouraged if you weeks of therapy. Don’t be discouraged if you 

see no immediate improvement Don’t stop see no immediate improvement. 
treatment at the first signs of improvement. 

Don’t stop see no immediate improvement. Don’t stop 
treatment at the first signs of improvement. treatment at the first signs of improvement. 

All questions of a medical nature should be taken All questions of a medical nature should be 
up wit@ your doctor. For more information about taken up with your doctor. For more 
RETIN-A t~~o~~, call our toll-free car: sortie about tretinoin, 0a.U our toll-free 
8~~~26-7762. Call ~~n.9:~~ a.m. and 390 nmber: 866 -48-‘14%UX t87~29~. Call between 
p.m. Eaa Time, Moday through Friday, SMKJ z+..and 3:OO p.m. Eastern Time, Monday 

thrbugh Friday. 

All questions of a medical nature should be taken 
up with your doctor. For more ~o~~~n about 
tret.inoin, call our toll-free ~um~r:‘866 -48- 
21uAx (87429). Cd between 930~ a.m. and 3:OO 
P-. Tim&, l\lfon$ay through. Friday. 


